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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -• 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment See 37 CFR 1.704(b). 

Status 

1 )E] Responsive to communication(s) filed on 2/26/06&1 0/2/06 , 
2a)KI This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) [X] Claim(s) 7-48 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) [X] Claim(s) 7,9, 10, 19,20,23.25,26 and 46- 48 is/are eJJewe€tr- oli^f^h^J^ / kj^*^^liftterftP^<^ 

6) D Claim(s) 8.11-18.21,22,24 and 27-45 is/are rejected. S^oH^ £t&M)w 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

£))□ The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)Q accepted or b)Q objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 
11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 □ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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3) □ Information Disclosure Statement(s) (PTO/SB/08) 5 ) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date . 6) □ Other: . 
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Art Unit: 1648 

DETAILED ACTION 

1 . The examiner of your application in the Patent and Trademark Office has been changed. 
To aid in correlating any papers for this application, all further correspondence regarding this 
application should be directed to Bo Peng, Art Unit 1648. . 

2. This Office Action is in response to the amendment filed October 2, 2006, and 
Applicant's remarks filed on February 23, 2006. Claims 23-48 are newly added. Claims 7-48 are 
pending and are considered in this Office action. 

35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make and use 
the same and shall set forth the best mode contemplated by the inventor of carrying out his 
invention. 

4. The rejection of Claims 8, 1 1-18, 21, 22 under 35 U.S.C. 1 12 ; first paragraph, for failing 
to comply with the enablement requirement is maintained, now extended to new Claims 24 and 
27-45, for the reasons of record. 

5. Applicant submits Webster's Dictionary providing a definition of prophylaxis as a 
protected treatment for or prevention of disease. Then Applicant argues that the prophylactic 
measures using the compounds of the invention are not limited to prevention of infection but are 
also to prevent development of infection or where the infection has already developed, to protect 
against worsening of the process (Remarks, Paragraph 2, p. 9). Applicant also argues that the 
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specification provides sufficient guidance for a skilled artisan to practice the method because 
famciclovir and penciclovir are well known in the art and practice Applicant's prophylaxis 
method requires only routine experimentation (Remarks, Paragraphs 4 and 5, p. 8). 

6. Applicant's argument is considered but found not persuasive. Unlike Webster's definition 
of prophylaxis as a protected treatment for or prevention of disease , the instant claims are 
directed to a method of prophylaxis of HSV infection (Emphases added). As indicated in the 
previous Office action, famciclovir and penciclovir are capable of preventing HSV-induced 
disease, but are not capable of preventing HSV infection. The prior art teaches that famciclovir 
inhibits but does not prevent HSV infection in an animal model for viral latency (See Thackray 
et al). The specification provides a working example, in an animal model, for treatment of a pre- 
existing infection. There is no working example demonstrating prevention of HSV infection. 
Thus, based on the Webster's definition of prophylaxis, considering the state of the art, the 
limited teachings in the specification, and the absence of a working example, it is concluded that 
undue experimentation would be required to practice "prophylaxis of herpes simplex virus 
infection" as claimed. 

35 USC § 102 

7. The . following is a quotation. of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless -- 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 
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8. The rejection of Claims 8, 1 1, 12, 16-18 and 21 under 35 U.S.C. 102(b) as being 
anticipated by Boker et al, is maintained. 

9. Applicant argues that Boker teaches treatment of MB V, but the instant invention is 
directed to a pharmaceutical composition for treating HSV. 

1 0. In response, Claims 8 and 1 6 reads on a method of treatment or prophylaxis of herpes 

simplex virus infections in a human in need thereof, which method comprises administering to 

< 

said human, orally or parenterally, an effective amount of a nucleoside analogue active against 
herpes simplex virus selected from the group consisting of penciclovir and famciclovir, or a 
pharmaceutical^ acceptable salt or ester thereof and an effective amount of a pharmaceutically 
acceptable immunosuppressant (Emphasis added). 

11. To prevent HSV infections in a human in need, the patient population can be anyone in 
need, including HBV infected patients. Since immunosupprcssed patients are at risk for newly- 
transmitted infections or reactivation of latent infections, they meet the requirement for a human 
in need of prophylaxis of a herpes simplex virus infection. Boker teaches a method of 
prophylaxis of re-infection of HBV in liver transplantation patient with an immunosupresant and, 
at the same time, with oral famciclovir. The method steps taught by Boker meet the limitations of 
instant method of prophylaxis of herpes simplex virus infections in a human in need. Thus, the 
method of prophylactic treatment taught in the reference inherently constitutes prophylaxis 
against herpesvirus infection, even though the reference is silent upon the topic of herpesviruses. 
Therefore, the rejection of Claims 8, 1 1, 12, 16-18, 21 under 35 U.S.C. 102(b) as being 
anticipated by Boker et al, is maintained. 
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Interference 

1 2. Applicant provides some arguments regarding interference issue. The examiner has 
placed Applicant's arguments in record. Interference issue will be addressed when all claims in 
allowable condition. 

Allowable Subject Matter 

13. Apart from interference issues with US 6337324, Claims 7, 9, 10, 19, 20 23, 25, 26 and 
46-48 are allowable, as the available prior art does not teach or suggest combining an 
immunosuppressant in the same composition with famciclovir or penciclovir. 

14. THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of 
the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
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may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bo Peng, Ph.D. whose telephone number is 571-272-5542. The 
examiner can normally be reached on M-F, 9-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Bruce Campell, Ph.D. can be reached on 571-272-0974. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 



Bo Peng, Ph.D. 
April 2, 2007. 



BRUCE R. CAMPELL, PH.D 
SUPERVISOR* PATENT EXAMINER 
TECHNOLOGY CENTER 1600 



